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DETAILED ACTION 

Claim Rejections - 35 USC §112 

1 . The following is a quotation of the second paragraph of35U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and 
distinctly claiming the subject matter which the applicant regards as his invention. 

Claims 27-59 are rejected under 35 U.S.C. 1 12, second paragraph, as being indefinite 
for failing to particularly point out and distinctly claim the subject matter which applicant 
regards as the invention. 

Claims 27-42 are indefinite in Claim 27, line 8 for the recitation "each of said 
microspheres" because the recitation lacks proper antecedent basis in the "first population of 
microspheres" and "second population of microspheres" of the claim. Therefore it is unclear 
whether the "each" refers to one of the populations, both of the populations and/ or each 
microsphere in each of the populations. It is suggested the claim be amended to clarify e.g. 
"each microsphere of said first population of microspheres". 



Claim Rejections - 35 USC §102 

2. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form 
the basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or 
in public use or on sale in this country, more than one year prior to the date of application for 
patent in the United States. 

(e) the invention was described in ( 1) an application for patent, published under section 
122(b), by another filed in the United States before the invention by the applicant for patent 
or (2) a patent granted on an application for patent by another filed in the United States 
before the invention by the applicant for patent, except that an international application 
filed under the treaty defined in section 351(a) shall have the effects for purposes of this 
subsection of an application filed in the United States only if the international application 
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designated the United States and was published under Article 21(2) of such treaty in the 
English language. 

3. Claims 27-28, 38, 43 and 53 are rejected under 35 U.S.C. 102(b) as being anticipated 
by Drmanac et al (EP 0392546, published 17 October 1990). 

Regarding Claim 27, Drmanac et al disclose a composition comprising a substrate, a 
first and second assay location (HA, hybridization area) each comprising a population of 
microsphere (DP, discrete particles) wherein each microsphere comprises a bioactive agent (i.e. 
DNA) and wherein the assay locations are separated from each other by a physical partition 
(i.e. well, page 7, left column, lines 22-58). 

Regarding Claim 28, Drmanac et al discloses the composition wherein the 
microspheres are randomly distributed (page 7, left column, lines 22-58). 

Regarding Claim 38, Drmanac et al discloses the composition wherein the bioactive 
agent is DNA (page 7, left column, lines 22-58). 

Regarding Claim 43, Drmanac et al disclose a method of making a composition 
comprising a substrate a first and second assay location each location comprises a plurality of 
sites configured to hold a microsphere (HA, hybridization area) each comprising a population of 
microsphere (DP, discrete particles) wherein each microsphere comprises a bioactive agent (i.e. 
DNA) and wherein the assay locations are separated from each other by a physical partition 
(i.e. well, page 7, left column, lines 22-58). 

Regarding Claim 53, Drmanac et al discloses the composition wherein the bioactive 
agent is DNA (page 7, left column, lines 22-58). 



4. Claims 27-28, 31-32, 38, 43, 46, 47, 53, 58-59 are rejected under 35 U.S.C. 102(e) as 
being anticipated by Chee et al (U.S. Patent No. 6,429,027, filed 24 February 1999). 
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The applied reference has a common assignee with the instant application. Based upon 
the earlier effective U.S. filing date of the reference, it constitutes prior art under 35 U.S.C. 
102(e). This rejection under 35 U.S.C. 102(e) might be overcome either by a showing under 37 
CFR 1. 132 that any invention disclosed but not claimed in the reference was derived from the 
inventor of this application and is thus not the invention "by another," or by an appropriate 
showing under 37 CFR 1.131. 

Regarding Claim 27, Chee et al disclose a composition comprising a substrate, a first 
and second assay location each comprising a population of microsphere wherein each 
microsphere comprises a bioactive agent and wherein the assay locations are separated from 
each other by a physical partition (e.g. well, Column 6, lines 44-64 and Fig. 1.). 

Regarding Claim 28, Chee et al disclose the composition wherein the microspheres are 
randomly distributed (e.g. Column 7, lines 66-67). 

Regarding Claim 31, Chee et al disclose the composition wherein the partition is a ridge 
(as illustrated, Fig. 1A). 

Regarding Claim 32, Chee et al disclose the composition wherein the partition is a 
trough )i.e. well as illustrated, Fig. 1A or tube, Column 7, lines 20-21). 

Regarding Claim 38, Chee et al disclose the composition wherein the bioactive agent is 
DNA (Column 12, lines 16-33). 

Regarding Claim 43, Chee et al disclose a method of making a composition comprising a 
substrate a first and second assay location each location comprises a plurality of sites 
configured to hold a microsphere wherein each microsphere comprises a bioactive agent and 
wherein the assay locations are separated from each other by a physical partition (e.g. well, 
Column 6, lines 44-64 and Fig. 1.). 

Regarding Claim 46, Chee et al disclose the composition wherein the partition is a ridge 
(as illustrated, Fig. 1A). 
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Regarding Claim 47, Chee et al disclose the composition wherein the partition is a 
trough )i.e. well as illustrated, Fig. 1A or tube, Column 7, lines 20-21). 

Regarding Claim 53, Chee et al disclose the composition wherein the bioactive agent is 
DNA (Column 12, lines 16-33). 

Regarding Claim 58, Chee et al disclose the composition wherein the sites are formed 
by etching (Column 8, lines 19-22) 

Regarding Claim 59, Chee et al disclose the composition wherein the sites are wells 
(Column 8, lines 16-22 and Fig. 1A). 



5. Claims 27-28, 31-32, 38, 43, 46, 47, 53, 58-59 are rejected under 35 U.S.C. 102(e) as 
being anticipated by Chee et al (U.S. Patent No. 6,998,274, filed 24 February 1999). 

The applied reference has a common assignee with the instant application. Based upon 
the earlier effective U.S. filing date of the reference, it constitutes prior art under 35 U.S.C. 
102(e). This rejection under 35 U.S.C. 102(e) might be overcome either by a showing under 37 
CFR 1. 132 that any invention disclosed but not claimed in the reference was derived from the 
inventor of this application and is thus not the invention "by another," or by an appropriate 
showing under 37 CFR 1.131. 

Regarding Claim 27, Chee et al disclose a composition comprising a substrate, a first 
and second assay location each comprising a population of microsphere wherein each 
microsphere comprises a bioactive agent and wherein the assay locations are separated from 
each other by a physical partition (e.g. well, Column 6, lines 44-64 and Fig. 1.). 

Regarding Claim 28, Chee et al disclose the composition wherein the microspheres are 
randomly distributed (e.g. Column 7, lines 66-67). 
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Regarding Claim 31, Chee et al disclose the composition wherein the partition is a ridge 
(as illustrated, Fig. 1A). 

Regarding Claim 32, Chee et al disclose the composition wherein the partition is a 
trough )i.e. well as illustrated, Fig. 1A or tube, Column 7, lines 20-21). 

Regarding Claim 38, Chee et al disclose the composition wherein the bioactive agent is 
DNA (Column 12, lines 16-33). 

Regarding Claim 43, Chee et al disclose a method of making a composition comprising a 
substrate a first and second assay location each location comprises a plurality of sites 
configured to hold a microsphere wherein each microsphere comprises a bioactive agent and 
wherein the assay locations are separated from each other by a physical partition (e.g. well, 
Column 6, lines 44-64 and Fig. 1.). 

Regarding Claim 46, Chee et al disclose the composition wherein the partition is a ridge 
(as illustrated, Fig. 1A). 

Regarding Claim 47, Chee et al disclose the composition wherein the partition is a 
trough )i.e. well as illustrated, Fig. 1A or tube, Column 7, lines 20-2 1). 

Regarding Claim 53, Chee et al disclose the composition wherein the bioactive agent is 
DNA (Column 12, lines 16-33). 

Regarding Claim 58, Chee et al disclose the composition wherein the sites are formed 
by etching (Column 8, lines 19-22) 

Regarding Claim 59, Chee et al disclose the composition wherein the sites are wells 
(Column 8, lines 16-22 and Fig. 1A). 



6. Claims 27-32, 38-47, 53-59 are rejected under 35 U.S.C. 
Felder et al (U.S. Patent No. 6,232,066 filed 2 July 1998). 



102(e) as being anticipated by 
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Regarding Claim 27, Felder et al disclose a composition comprising substrate 
comprising a surface having first and second assay locations wherein the assay location have 
discrete sites comprising microspheres with bioactive agents (wells or dimples, Column 6, lines 
38-51) and wherein the locations are separated by a partition (i.e. physical barrier, Column 5, 
lines 19-28). 

Regarding Claim 28, Felder et al disclose the composition wherein the microspheres are 
randomly distributed (Column 8, lines 39-42). 

Regarding Claim 29, Felder et al disclose the composition wherein the partition is a 
non-permanent sealant (Column 5, lines 38-42). 

Regarding Claim 30, Felder et al disclose the composition wherein the non-permanent 
sealant is silicon or wax (Column 5, line s38-42). 

Regarding Claim 31, Felder et al disclose the composition wherein the partition is a 
ridge to prevent movement of reagents between assay locations (Column 5, lines 19-30). 

Regarding Claim 32, Felder et al disclose the composition wherein the partition is a 
trough (e.g. "tubes or fluid-control channel" Column 5, lines 42-43). 

Regarding Claim 38, Felder et al disclose the composition wherein the bioactive agent 
is DNA (Column 4, lines 34-62). 

Regarding Claim 39, Felder et al disclose the composition wherein the substrate 
comprises a microscope slide (Column 5, line 2). 

Regarding Claim 40, Felder et al disclose the composition wherein the substrate is with 
a hybridization chamber (i.e. the plate is covered for hybridization, Column 33, lines 49-52) 

Regarding Claim 41, Felder et al disclose the composition wherein the substrate is a 
flexible membrane (i.e. nylon or nitrocellulose , Column 5, lines 3-4). 

Regarding Claim 42, Felder et al disclose the composition wherein the first and second 
assay locations are separately enclosed (i.e. the partitioned regions are covered, Column 5, 
lines 19-45 and Column 33, lines 49-52). 
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Regarding Claim 43, Felder et al disclose method for making a composition comprising 
substrate comprising a surface having first and second assay locations wherein the assay 
location have discrete sites configured to hole a single microspheres having bioactive agents 
(subdivided regions within wells, Column 6, lines 38-51) wherein the microspheres are 
randomly distributed (Column 8, lines 39-42) and wherein the locations are separated by a 
partition (e.g. dimple or indentation, Column 5, lines 19-28 and Column 6, lines 38-42). 

Regarding Claim 44, Felder et al disclose the method wherein the partition is a non- 
permanent sealant (Column 5, lines 38-42). 

Regarding Claim 45, Felder et al disclose the method wherein the non-permanent 
sealant is silicon or wax (Column 5, line s38-42). 

Regarding Claim 46, Felder et al disclose the method wherein the partition is a ridge to 
prevent movement of reagents between assay locations (e.g. dimple or indentation, Column 5, 
lines 19-28 and Column 6, lines 38-42). 

Regarding Claim 47, Felder et al disclose the method wherein the partition is a trough 
(e.g. "tubes or fluid-control channel* Column 5, lines 42-43). 

Regarding Claim 53, Felder et al disclose the method wherein the bioactive agent is 
DNA (Column 4, lines 34-62). 

Regarding Claim 54, Felder et al disclose the method wherein the substrate comprises 
a microscope slide (Column 5, line 2). 

Regarding Claim 55, Felder et al disclose the method wherein the substrate is with a 
hybridization chamber (i.e. the plate is covered for hybridization, Column 33, lines 49-52) 

Regarding Claim 56, Felder et al disclose the method wherein the substrate is a flexible 
membrane (i.e. nylon or nitrocellulose , Column 5, lines 3-4). 

Regarding Claim 57, Felder et al disclose the method wherein the first and second 
assay locations are separately enclosed (i.e. the partitioned regions preventing reagent flow 
between regions are covered, Column 5, lines 19-45 and Column 33, lines 49-52). 
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Regarding Claim 58, Felder et al disclose the method wherein the sites are formed by 
etching (Column 5, lines 28-30). 

Regarding Claim 59, Felder et al disclose the method wherein the sites are wells 
(Column 5, lines 28-30). 



Claim Rejections - 35 USC §103 

7. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 

obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or 
described as set forth in section 102 of this title, if the differences between the subject 
matter sought to be patented and the prior art are such that the subject matter as a whole 
would have been obvious at the time the invention was made to a person having ordinary 
skill in the art to which said subject matter pertains. Patentability shall not be negatived by 
the manner in which the invention was made. 

8. Claims 33-35 and 48-50 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Felder et (U.S. Patent No. 6,232,066, filed 2 July 1998) in view of Lyman et al (U.S. Patent No. 
6,555,361, filed 24 Marcy 1999). 

Regarding Claims 33-35 and 48-50, Felder et al disclose a composition and method for 
making the composition comprising substrate comprising a surface having first and second 
assay locations wherein the assay location have discrete sites configured to hole a single 
microspheres having bioactive agents (subdivided regions within wells, Column 6, lines 38-51) 
wherein the microspheres are randomly distributed (Column 8, lines 39-42) and wherein the 
locations are separated by a partition (e.g. dimple or indentation, Column 5, lines 19-28 and 
Column 6, lines 38-42) wherein the partition is a non-permanent sealant (e.g. silicon or wax, 
Column 5, line s38-42). 

Felder et al further teach the composition wherein the preferred partitions prevent 
reagent flow between the assay regions (Column 5, lines 23-25) but the reference is silent 
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regarding a gasket. However, hybridization chambers having a gasket adapted to fit within a 
indentation or channel of the chamber were well known and routinely practiced in the art at 
the time the claimed invention was made as taught by Lyman et al. 

Lyman et al teaches a hybridization composition comprising a sealant i.e. rubber gasket 
adapted to fit within an indentation on the substrate whereby the chamber is environmentally 
sealed to prevent ambient air or moisture from entering or escaping the chamber (Column 1, 
lines 62-67). It would have been obvious to one of ordinary skill in the art at the time the 
claimed invention was made to apply the rubber gasket of Lyman et al to the covered 
hybridization of Felder et al. One of ordinary skill in the art would have been motivated to do 
so with a reasonable expectation of success for the expected benefit of preventing ambient air 
or moisture from entering or escaping the chamber to thereby provide the tightly controlled 
environment as desired in the art Lyman et al (Column 55-67). 



9. Claims 36-37 and 51-52 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Felder et (U.S. Patent No. 6,232,066, filed 2 July 1998) in view of Fodor et al (U.S. Patent No. 
6,310,189, filed 25 January 2000). 

Regarding Claims 36-37 and 51-52 Felder et al disclose a composition and method for 
making the composition comprising substrate comprising a surface having first and second 
assay locations wherein the assay location have discrete sites configured to hole a single 
microspheres having bioactive agents (subdivided regions within wells, Column 6, lines 38-51) 
wherein the microspheres are randomly distributed (Column 8, lines 39-42) and wherein the 
locations are separated by a partition (e.g. dimple or indentation, Column 5, lines 19-28 and 
Column 6, lines 38-42). 
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Felder et al teach the wells are separated by a distance of 500 um (Column 6, line 35) 
and further teach the wells are subdivided to provide up to 900 ^veUs-within-weUs'' (Column 6, 
lines 43-47). Felder et al also teach a desire for increasing the number of spatially discrete 
regions i.e. allows for increasingly higher throughput (Column 5, lines 60-67). These teaching 
clearly suggest that the claimed less than 15 um spacing between assay locations was either 
know or clearly desired. Fodor et al teach a similar composition comprising microsphere- 
containing regions (Column 6, lines 23-30) wherein the regions have the claimed spacing i.e. 
lOum regions (Fig. 3 and Column 10, lines 17-24). It would have been obvious to one of 
ordinary skill in the art at the time the claimed invention was made to apply the region spacing 
known in the art to the substrate composition of Felder et al. One of ordinary skill in the art 
would have been motivated to do so with a reasonable expectation of success based on the 
teach of Fodor et al and based on the desire in the art to provide for increasingly higher 
throughput (Felder et al, Column 5, lines 60-67). 



Double Patenting 

10. The nonstatutory double patenting rejection is based on a judicially created doctrine 
grounded in public policy (a policy reflected in the statute) so as to prevent the unjustified or 
improper timewise extension of the "right to exclude" granted by a patent and to prevent 
possible harassment by multiple assignees. A nonstatutory obviousness- type double 
patenting rejection is appropriate where the conflicting claims are not identical, but at least 
one examined application claim is not patentably distinct from the reference claim(s) because 
the examined application claim is either anticipated by, or would have been obvious over, the 
reference claim(s). See, e.g., In re Berg, 140 F.3d 1428, 46 USPQ2d 1226 (Fed. Cir. 1998); In re 
Goodman, 11 F.3d 1046, 29 USPQ2d 2010 (Fed. Cir. 1993); In reLongi, 759 F.2d 887, 225 
USPQ 645 (Fed. Cir. 1985); In re Van Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 1982); In re 
Vogel, 422 F.2d 438, 164 USPQ 619 (CCPA 1970); and In re Thorington, 418 F.2d 528, 163 
USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1.321(c) or 1.321(d) may 
be used to overcome an actual or provisional rejection based on a nonstatutory double 
patenting ground provided the conflicting application or patent either is shown to be commonly 
owned with this application, or claims an invention made as a result of activities undertaken 
within the scope of a joint research agreement. 

Effective January 1, 1994, a registered attorney or agent of record may sign a terminal 
disclaimer. A terminal disclaimer signed by the assignee must fully comply with 37 CFR 
3.73(b). 
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11. Claims 27-29, 36-44, 51-59 are rejected on the ground of nonstatutory obviousness- 
type double patenting as being unpatentable over claim 1-30 of U.S. Patent No. 6,429,027. 
Although the conflicting claims are not identical, they are not patentably distinct from each 
other because both sets of claims are drawn to compositions comprising microsphere 
populations within assay locations. The claim sets merely differ in that the patent 
composition defines a number of microspheres per location. However, the open claim 
language "comprising* of the instant claims encompasses the additional elements of the patent 
composition. 



12. Claims 27-29, 36-44, 51-59 are rejected on the ground of nonstatutory obviousness- 
type double patenting as being unpatentable over claims 1-21 of U.S. Patent No. 6,998,274. 
Although the conflicting claims are not identical, they are not patentably distinct from each 
other because both sets of claims are drawn to compositions comprising microsphere 
populations within assay locations. The claim sets merely differ in that the patent 
composition defines a number of microspheres per location. However, the open claim 
language "comprising" of the instant claims encompasses the additional elements of the patent 
composition. 

13. Claims 27-59 are rejected on the ground of nonstatutory obviousness-type double 
patenting as being unpatentable over claims 1-40 of U.S. Patent No. 6,770,441. Although the 
conflicting claims are not identical, they are not patentably distinct from each other because 
sets of claims are drawn to veiy similar compositions comprising microsphere populations 
within assay locations. The claim sets merely differ in that the patent composition further 
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defines the substrate as a rigid support and molded layer. However, the open claim language 
"comprising" of the instant claims encompasses the additional elements of the patent 
composition. 



14. Claims 27-29, 36-44 and 51-59 are provisionally rejected on the ground of nonstatutory 
obviousness-type double patenting as being unpatentable over claims 29-50 of copending 
Application No. 10/767,476. Although the conflicting claims are not identical, they are not 
patentably distinct from each other because sets of claims are drawn to assay region 
comprising bioactive agents on a support. The claim sets merely differ in the arrangement of 
the limitations within the claims. For example, the instant independent claims are drawn to 
assay regions wherein the bioactive agents are on microspheres, while dependent claim 40 of 
the '476 claim set describes the microsphere embodiment. Therefore, the claim sets are drawn 
to inventions that are not patentably distinct. 

This is a provisional obviousness- type double patenting rejection because the 
conflicting claims have not in fact been patented. 



Conclusion 

15. No claim is allowed. 

16. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to BJ Forman whose telephone number is (571) 272-0741. The 
examiner can normally be reached on 6:00 TO 3:30. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Ram ShukLa can be reached on (571) 272-0735. The fax phone number for the 
organization where this application or proceeding is assigned is (571) 273-8300. 
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Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private 
PAIR system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 



Any inquiiy of a general nature or relating to the status of this application or proceeding 
should be directed to (571) 272-0547. 

Patent applicants with problems or questions regarding electronic images that can be viewed in 
the Patent Application Information Retrieval system (PAIR) can now contact the USPTO's Patent Electronic 
Business Center (Patent EBC) for assistance. Representatives are available to answer your questions 
daily from 6 am to midnight (EST). The toll free number is (866) 217-9197. When calling please have your 
application serial or patent number, the type of document you are having an image problem with, the 
number of pages and the specific nature of the problem. The Patent Electronic Business Center will 
notify applicants of the resolution of the problem within 5-7 business days. Applicants can also check 
PAIR to confirm that the problem has been corrected. The USPTO's Patent Electronic Business Center is 
a complete service center supporting all patent business on the Internet. The USPTO's PAIR system 
provides Internet-based access to patent application status and history information. It also enables 
applicants to view the scanned images of their own application file folder(s) as well as general patent 
information available to the public. 

For all other customer support, please call the USPTO Call Center (UCC) at 800-786-9199. 



BJ Forman, Ph.D. 
Primary Examiner 
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